
DEPARTM IN1 OF HEALTH AND HUMAN SERVICES 
Food and Dmg Administration 

1. Check 8” applicable boxes and type or print the 
requests j information. 

2. Submit 67 original and four (4) copies. 
I. NAME OF COMPANY 

Prismatic: Magic LLC 

INSTRUCTIWJS 
3. Mall your application to the Dockets Management Branch (HFA-305), Food and 

Dt6gAdministration, Rm 1061,5630 Fishers La&, Rmille, MD 20852. 
4. Enter docket number if assigned. 

!. ADDRES 3 OF COMPANY (In&de ZIP Codej(H: RO, &ax is used, include actual stmet address also) 
PO 413C: Wayne, NJ, 074744130 202 Otterhole Road, West Milfcrd, NJ 07480 

5. NAME A6.D TITLE OF RESPONSIBLE PERSON 4. TELEPHONE NO. (/m&de areecode) 5. DATE OF SUBMISDN 
Dr. DavCJ Volpe, Director of Research at$ Development (973) 2834006 09109/2005 

5. THE APF iKANT REQUESTS THE VARlAN@ TO BE IN EFFECT FOR A PERIOD OF 2 YE!ARS FROM THE DATEOF ISSUE. (In 
genemt, tl>e Agency will approve a vartcfnoe fw v/y two pats. ff a longer perfodis requested, e&&tkatiw must be sthhed as pert of tie applhxttion.) 

PRODUCT PESCRJPnON AND VSE 
:: LIST NAI: IE AND/OR MODEL NUMBER(S) FOR THE LASER LlGHt SHOW(S) AND PROJECTOR(S) 

q A wr display devica More than 15 days 
A *xojactor for a laser light show More tbm 5 but not more than 45 days 

IS INTENDED TO RUN FOR 
:. D PROr :ECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO More than 6 months ,_ 

OTHF S LASER LIGHT SHOW PRODUCERS ,: 

1. PRODUC T IS INTENDED FOR USE IN A Less than one month 
q Pl.lnetadum or other dome projection ?ructure Not applicable (Not e tour) 
0 Tt-sater 
q Hr,tel/motel ballroom or meeting room h, PRODUCT UTILIZES~THE,FOLLOWJNG LASER EFFECTS 
q St ore displays Front screen projections 
q Tr,rde show or convention Rear screen projections 
q Di %otheque or night club Holographic displays 
a PC vilion li$ltiple ~~~~~~~~n Hects 

Audience scanning (A/so includes scenning any sccessible 

O&loor unenclosed area 
6k; alar (spew@) auditoriums and gyms 

i. PRODUC. r IS INTENDED TO BE USED 
At only one (Fixed) location 
At s variety of (Tour) locations 

surfaces (Beem flhtrioes) 
Sta#onary irradietion of rotating minor balls, etc. 
Scanning irradiation of rotating mirror balls, etc. 
Fiber optic projections 
Fog, smoke, or other scattering enhancement effects 

Diode 

0. mpliance with the limits of 21 CFR 1040.11 (c) would rest&t the intended use of the product because compliance would 
lir;,it the output power to the extent that the desired effects would not be sufficiently visible 

q Or ier or additional explanation (.!+eci@) 
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? IN WHICH IT IS PROPOSED TO,DEVfATE FROM THE REOUiREMENTS OF THE APPLlCABLE STANDARD 
5 proposed to deviate from the provisions of 22 CFR l&Q.1 1 (c) in that the accessible emission level wouMexoeed the 

c$essibta emission limits specified in PI CFR fQ40.11(c). 

It IS proposed to deviate from the provisions of 21 CFR 1040.1 l(o) as follows: 

.AGES TO BE DERIVED FROM SUCH DEVIATION 
ser light shows and displays,are accepted popular media in entertainment end the arts. Use of powar levels in excess 
he limits imposed by 21 CFR 1040.~ l(o) iii necessary torchieve the required effects in these m&lla. 

Oter or additional advantages (descdbe end explein)). 

:il THE ALTERNATE MEANS OF RADIATION PROTECTTON TO BE PROVIDED (Check asmanyboxes,ffs 8pPly. lfl i tem 14 “Remerks,* 
justify 8’ ry boxes not checked, using addii%@8/ sheets 8s necessary. sfsta any other means of rediat&J pmtect!on th8t will be used.) 

Al! laser products, systems, shows, and projectors will be c&if@d to comply with 21 CFR 1040.10 and the conditkms of this variance and will 
be reported as required by 21 CFR lOQ2.10 AND iQQ2.11 using the reporting goides provided for such purpose. These actions will be 
acsomplished prior to any introduction ‘into commerce. 

b. a Ef.ects not specifically indicated in this variance gpplicationwlll not be performed. No other effects will be added until an amendment to the 
vaiance has been obtained and the required-reports or supplements, asappl’kztble, heve been sub&ted. 

c. q SC. anning, projection, or reflection of laser and collateral radfation @Jgf$f show r8#rtior$ into audience or other accessfble uncontrolled areas 
wi ’ not be permitted except for diffuse retlectlons produced by the atmosphere, added atmospherid scattering media, and target screens. 

d. @  Lr ser radiation levels in excess of the jimits of Class I will not be permitted at any point less than 3.0 meters above any surface upon which 
parsons other than operators, performers, or employees are permitted to stand or 2.5 meters belowor ln tateral separation from any place 
wtere such persons are permitted to be. Operatom, performers, and employeeswill not be requked or altowed to vtew radiation above the 
linsits of Class I or ba exposed to radiation above tha lknlts ape&fed in 21 CFR tQ40,l t(c). 

e. a Ary product which relies on scanning tp meet aocesa, exposure, or product &ass limits will incorporate a aoanning safeguard system which 
dii sctly senses scanner motion and which will re8rrt fast enough to preclude exceading the appkcabia ilmit. 

f. AJ laser light shows shall be UIlder the’ direct and personal control of trained, competent opera&r(s). The operator(s) will: 
(1 Se an employee of the vartance holder who will be responsible for the training end the conduct of the operator; 
(2 Be located where all beam paths can be direotly observed at all times; and 
(3 lmmedlataly tenninate the emission of light show radiatton in the event of any unsafe condftion; or, for outdoor shows, upon request 

by any air traffic control officials. 

g. a Tt s maximum laser projector output power will not exceed the level required to obtain the intended affects. 

h. Tt- 3 projection system (i.e., the pmjeGt$Y anda// other fXWp%Wnts usedto produce the /ight@ effects) will be +Curely mountad or 
in nobilired to prevent unintended movement or misalignmejnt. Beam masking till be provided as an inherant part of the system design to 
pr,2vent overfllling of scraens, beam stops, targets, etc. 

i. q Laser projectors will not be delivered to any other party under an agreement of sala, laese, or loan unless and until the recipient demonstrates 
th::t they have a variance in effect at the ttme of delivery that permits than-~ to produce laser.lfght shows incorporating such projector(s). 

j. @  In addition to the requirements of 21 CFR lQ4&1O(h), ,the manufacturer of laser projeotors/systems will provide to parties who purchase, lease, 
or ‘%xrow the equipment, adequate users‘ lnstruckons for safe instaliatkm and ope@ionwhlch~explaln the ~responsibility of the redpiant as an 
inc!epandent light show manufacturer to submit the requiredreports and apply for andobtain av&%?ce from CDRH prior to introduction~into 
ccnmeroe of any laser light shows. 

k. q Tt 3 requirements of 21 CFR 1002.3Q(a)(l) and (2) will be accomplished through~the use of written procedures for setup, alignment, testing, 
ard performance of each show. Theaeproceduras will be in r&&lent detail to ensure compli@ce wlth 2f CFR lQ40.10, the oondltions of this 
v8 ianoe, and the control of access to radiation arees- using the prooedures describad in the AN$lZ136.1 standard for the safe use of lasers 
(A ,netfcart Piation8l standen% hWtute, 1430 i3&dw8y, Neiiit York, NY 10018) or any other equivalent user Gonsensus standard and, where 
ap okcable, state or local requirements. Laser radiation areas which can contain ra&tlon levels above the limits specified in 21 CFR ?Q4Q.l1 (c) 
wi be dearly identkied by the posting of warning signs and/or restricting access through physical means fsuch 8s pressure switches, @ok, 
OS Is, benfem, guards, etc.). These requirements apply to temporary. areas && 88 du% setup end 8/igrfrn8nf !xn~ed8res] and to final or 
pemanant areas. The vadanceholder &ill retain the recdr& of these procedures and the’resufts of alltests as required by21 CFR 1002.31. A 
copy of the variance application, the approval letter, current ‘procedures, and re&ds relatingto ea& parhcular show will be with the operator 
or other responsible indivklual and will ba made available for ktspectkm by FDA and other respbnsible authorities. 

I. 
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I. q EsvancewmennotiRcationwHlbemadeasBarlyas 
d&es and looatlons clearly-and oompletely kk+ifi&,.a 

prcrvwh7-Hhrerarym 

pcwer out&t intended. such noUtioationa will be made 
ng a statement of the maximum 

(1 The Center for Devices and Radiojogkel Health, 
initial and closing dates for fixed Mtallations and 

MD 20850, providing the 
each show have been 

reported and accession numbers oteariy refewwd. nd 
be performed in suffioient detail to: oonlirm oon@lianoe wtth the &t&ions and this va 

a listing OF all effeots to 

(2 The Federal Aviation AdmMatration (FAA) for 
p8nbnn8nce.7, etc.). IFthe FAA objectwtomy 

alignment, rehaersels, 
ested 

adhered to. If these oohdikns cannot be met, 
by FAA wlll be 

(3 State and local radii control of&Wagenotes forall.$how to be performed within ~i~j~~~~. 
law will be satisfied and any objeotions tiis+d by to& qthoriti& wilt be reWved or~W&fa& dsl 

All requirements of state and looal 
. 

ev@ilable ftvm the Cenfer forDeti6e.v and RMok@eiH&th upon request.) 
(A list of iMe& and~state Mces is 

I CER WY that all of the above inWmetion and statements are , afx-oofmct to thq best &my: knowtsdge and aoknowledge that 
@Is appllcrrtion i5 found to be faise, misleading or Waxreot in any 
CFR ~1002;10 end 1002.lWn the taser ewlpment and show(s). I 

Center for Devices end FWkWglwi Health, to supply such other 

Directar of Research and Deveicpment 


